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Introduction
Colorectal polyps, although mostly benign, can develop into colorectal cancer and require endoscopic 
resection. In our center, a sterile 10%-5% glycerol-fructose solution, prepared from non-sterile raw 
materials, is injected into the submucosa to facilitate the procedure. Given its use as an injectable 
preparation, the solution must comply with strict sterility standards of the french GMPs.

The aim of this study
Validation of the aseptic process for the semi-automated 
preparation of sterile 10% glycerol – 5% fructose solution bags 
from non-sterile raw materials using a Media Fill Test (MFT).

Materials & methods
• 3 MFT conducted by 3 operators in 3 different time slots.
• Batch of 10 bags (100 mL)  and 3 syringes (5 mL)  by each operator.
• Unfavorable conditions: no monthly cleaning of the isolator, no glove change 

after the sterilizing filtration step.

Results
• Media fill test:

• No microbial growth observed in bags and syringes after 14 days of incubation.
• No colonies detected on environmental monitoring plates over 7 days.

• Fertility test:
• Microbial growth observed in all inoculated bags after 4–5 days.
• Non-inoculated bags, whether filtered or not, remained clear.

Discussion & conclusion
Microbial growth in the inoculated bags confirms that the sterilizing filtration did not compromise the fertility of the broth.
The absence of microbial growth in the MFT bags and syringes, despite the use of non-sterile raw materials and multiple preparation steps, along with compliant environmental monitoring results, 
confirms the validation of the process.
Overall, these findings demonstrate that the preparation adheres to the strict sterility requirements of French GMP.
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• Fertility test performed on both filtered and non-filtered growth 
medium (TCS). 

• Positive controls: Inoculation of 3 bags of unfiltered broth.
• Negative controls: 2 non-inoculated bags with filtered and 

unfiltered broth. 
• Incubation.

Simulation of preparation process steps through an MFT

Incubation conditions

Bacillus subtilis
Candida albicans

Aspergillus brasiliensis

Microorganisms inoculated according to the 
recommendations of the European Pharmacopoeia

COM25-56025

• Environmental monitoring performed 
including air sedimentation agar plate, 
contact agar plates, and glove imprint agar 
plates (operator + assistant).
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